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Trade Name: Scepter C Occlusion Balloon Catheter

Generic Name: Occlusion Balloon Catheter

Classification: Class II
MIN - Catheter, intravascular occluding, temporary
21 CFR 870.4450 - Vascular clamp

Submitted By: MicroVention, Inc
1311 Valencia Avenue
Tustin, California U.S.A.
714-247-8000

Date Prepared: March 15, 2011

Contact: Naomi Gong

Predicate Device:

K09 1458evNervsua-yprrmad Otbr1,20

Device Description:

The Scepter C Occlusion Balloon Catheter is a dual coaxial lumen catheter with a non-
detachable low inflation pressure compliant balloon attached to the distal end of the
catheter. The catheter is designed to track over a steerable guidewire. Radiopaque
marker bands are located at ends of the balloon and distal tip of the catheter to facilitate
fluoroscopic visualization. The outer surface of the catheter is coated with a hydrophilic
polymer to increase lubricity. A luer fitting on the microcatheter hub is used for the
attachment of accessories. The catheters are packaged sterile for single use only.
Indication For Use:

The Scepter C Occlusion Balloon Catheter is intended for use in the peripheral and
neurovasculature where temporary occlusion is desired. The balloon catheter provides
tempor~ary vascular occlusion which is useful in selectively stopping or controlling
blood flow. The balloon catheter also offers balloon assisted embolization of
intracranial aneurysms.
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Verification and Test Summary:

Surface and physical attributes Pass
Tensile strength Pass
Leakage (liquid and air) Pass
Static and dynamic burst pressure Pass
Simulated use Pass
Compatibility with devices Pass
Kink resistance Pass
Catheter flexural fatigue Pass

Balloon testing - burst, compliance, deflation time, fatigue Pass
Animal testing - acute study compared to predicate device Pass
Bicompatibility testing (IS0 10993-1) Pass

Technological Comparison:

____________________Predicate Device (K(091458) 510(k) Subject Device

Intended Use For use in the bloodves-els o hPeripheral and neurovasculature where
temporary occlusion is desired, These
catheters offer a vessel selective
technique of temporary vascular Same
occlusion which is useful in selectively
stopping or controlling blood flow and
for balloon assisted cinbol ization of

_______________________intracranial aneurysm.

Lumen configuration Single lumen Dual coaxial lumen
Inner Diameter 0.010", 0.0165"
Outer Diameter 2.2 -2.8 F2.-28F

Balloon Diameter/Length- 3-5mm/ 1O-3 0Omm4 mI0-0m
Material Polyether block amide, polyolefin, Polyether block amide,stainless steel, PTFE, chronoprene, polyolefin, stainless steel, PITE,Pt alloy, polypropylene polyurethane elastomeric alloy,

No. of Markers 23

Coating Hydrophilic coating Sm
Guidewire comptibilit 0.o 1o" wire 0.0 14" or smalr ir
Method of supply Sterile and single use
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Summary of Other Information:

Other information provided in the 510(1c) included published studies of balloon use. In addition,
an in vivo animal study demonstrated safety including performance/handling.

Summary of Substantial Equivalence:

The data presented in this submission demonstrates the technological similarity and equivalency
of the Scepter C Occlusion Balloon Catheter when compared with the predicate device, ev3
HyperForm and Hyper~lide Balloon System (K09 1458).

The devices,
" Have the same intended use,
* Use the same operating principle,
" Incorporate the same basic design,
* Use similar construction and material,
* Are sterilized using same methods and processes.

In summary, the Scepter C Occlusion Balloon Catheter described in this submission is, in our
opinion, substantially equivalent to the predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES PUNlICI [Icuibl $er'hICC

MicroVention. Inc.
c/o Naomi Gong,
Regulatory Affairs Project Manager
13 11 Valencia Avenue
Tustin, CA 92780

Re: KI1074l
Trade/Device, Name: Scepter C Occlusion Balloon Catheter
Regulation Number: 21 CFR 870.4450
Regulation Name: Vascular Clamip
Regulatory Class: Class 1H
Product Code: M4J-N
Dated: July 29, 20 11
Received: AuguIst01, 2011

Dear Ms. Gong:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date df the Medical Device Amendments, or todevices that have been reclassified in accordance with the provisions of the Federal Food, Drug,and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH- does hot evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject-to. additional controls. Existing major regulations affecting your device can bd
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be dv i sed that FDA's issuance of a substantial eq uivalence determnination does not mecan
that FDA has made a determination that your device complies with other reqUiremuents of the Act
or any Federal statutes arid regulations administered by other Federal agencies. You must
comply with all the Act's requiremlents, including, but not limited to: regist ration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manuL1fa1cturin11g practice requirements as set

fothi tequltysstms(S)rguaio 21 CER Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ). please
go to litti):H//\www .fda.uov/AbouIFlDA/Ceniter-sOffices/ClDlI-l/CDRHlOffices/uicmii 15809.hiti for
the Center for Devices and Radiological HeIalth's (CDRI's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803), please go to
lhttp://www. fda.,tov/MedicalDevices/Safety/ReportaPr-obleii/default.11tll for the CDRJ-ls 0Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information Onl Your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (30 1) 796-7 100 or at its Internet address
littl):HIwxvwN,.fcla.oov!/\MecicatDe\'iCeS/RCSOtlICeSfo1rYoLI/idLIStrv/def'auLt.1htll.

Sincerely yours,

frieD Zuckerman, M.D.
Dietor

Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



MicroVention. Inc. SetrCOcuinBlonCtee

Indications for Use

5 10(k) NumberP(if known): ) 1 074 ;

Device Name: Scepter C Occlusion Balloon Catheter

Indications For Use:

The Scepter C Occlusion Balloon Catheter is intended for use in the peripheral and
neurovasculature where temporary occlusion is desired The balloon catheter provides
temporary vascular occlusion which is useful in selectively stopping or controlling blood
flow. The balloon catheter also offers balloon assisted embolization of intracranial
aneurysms.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CER 801 SubpartD) (21 CFR 807SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTrNUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Divislo of Cardiovascular Devices

101(k) Number i /D1
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